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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

3. Applicant recites "the process of wherein..." without indicating what type of 
process is being used in the claim. For the purposes of examination, the Examiner is 
assuming that applicant intended to make claim 5 dependent from claim 1, and is 
examining the claim on the merits accordingly. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-5 and 7-9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
US 6,136,308 to Tremblay et al. 

In the specification and figures, Tremblay discloses a method of treating stress, 
resulting in abnormal functioning of a body organ by administering to a mammalian 
patient an aliquot of autologous blood that has been subjected to oxidative stress and 
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electromagnetic (ultraviolet) radiation (see column 1, lines 25-40, column 2, lines 45-67 
column 6, lines 10-15, 31-33). Cardiac instability, arrhythmia, sudden cardiac death, and 
SIDS are all examples of abnormal body organ functioning, since the organs (namely, 
the heart), function abnormally to cause patient ailment or death. Accordingly, the 
Tremblay disclosure drawn to the treatment of stress and its adverse effects (including 
abnormal body organ function), anticipates the method claimed by applicant. 

With regard to claims 7-9, Trembly discloses the step of simultaneous use of 
ultraviolet light, bubbling an oxygen/ozone mixture through the aliquot, and heating the 
aliquot to 45C (see column 4, lines 1-67, column 3, lines 1-5, 66-67). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
6,136,308 to Tremblay. 

In the specification and figures, Tremblay discloses the method substantially as claimed 
by applicant (see rejection above), with the exception of the step of observing a 
particular QT-c interval prior to treatment. 

Applicant does not actually claim the step of observing or using the patient's QT- 
c interval in the method claimed in claim 1 . Nonetheless, if the claimed QTc interval is 
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indicative of a cardiac disorder, the claimed interval is encompassed by Tremblay's 
disclosure of treating abnormal organ function. Tremblay's disclosure reasonably 
suggests to a person of ordinary skill in the art that a health care provider would 
observe an abnormal organ function, such as the QT-c interval claimed by applicant 
(since applicant indicates the claimed QT-c interval is an indicator of cardiac disorder), 
prior to treating the patient, and then treat the patient with the claimed blood stressing 
method. Accordingly, it is the position of the Examiner that the Tremblay reference 
suggests the method claimed by applicant. 

8. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
6,136,308 to Tremblay et al in view of US 4,968,483 to Mueller et al. 

In the specification and figures, Tremblay discloses the method substantially as 
claimed by applicant (see rejection above), including the aliquot size of 0.1-400mL (see 
column 3, lines 66-67), with the exception of injecting the stressed aliquot 
intramuscularly. Mueller teaches a method of hematological therapy comprising the 
steps of removing a patient's blood, subjecting it to oxidative, temperature, and 
electromagnetic stress, and reinfusing the stressed blood to the patient intravenously or 
intramuscularly in order to treat the patient (see columns 1-2, sep column 2, lines 10- 
15). Therefore, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to add the step of intramuscular injection as disclosed by 
Mueller of the stressed aliquot as disclosed by Tremblay in order to treat the patient. 
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9. As an alternative to the 35 U.S.C. 102(b) rejection presented above, claims 1 , 3, 
4, and 6-9 are rejected as being unpatentable over US 6,136,308 to Tremblay in view of 
US 5,599,673 to Keating et al. 

With regard to claims 1 and 7-9, Tremblay discloses a method of treating stress, 
resulting in abnormal functioning of a body organ by administering to a mammalian 
patient an aliquot of autologous blood that has been subjected to oxidative stress and 
electromagnetic (ultraviolet) radiation (see column 1, lines 25-40, column 2, lines 45-67 
column 6, lines 10-15, 31-33) (see rejection above). Tremblay does not specifically 
disclose that a long QT-c interval (which is a QT interval normalized for a specific 
patient's heart rate) is an abnormal function of a body organ. However, Keating 
discloses that a long QT interval is the result of an abnormal cardiac repolarization, 
which reasonably suggests an abnormal body organ function (see column 1 , lines 30- 
50). Therefore, it would have been obvious to one having ordinary skill in the art at the 
time of invention to use the method disclosed by Tremblay to treat a patient with a 
cardiac disorder such as a long QT interval, since Keating teaches that a long QT 
interval is an abnormal body organ function. 

With regard to claims 3 and 4, Keating teaches that long QT syndrome creates 
cardiac arrhythmias and sudden death, suggesting the treatment of those conditions 
when treating abnormal body organ functions such as long QT syndrome (see column 
1 , lines 30-50). 

With regard to claim 6, Keating teaches that patients with a QT interval of greater 
than 0.44 seconds are classified as those with a long QT interval (see column 4, lines 
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10-15), suggesting that patients with a QT interval of 0.44 seconds or greater would be 
those selected for treatment by the method disclosed by Tremblay. 

10. As an alternative to the 35 U.S.C. 102(b) rejection presented above, claims 2 and 
5 are rejected as being unpatentable over US 6,136,308 to Tremblay in view of US 
5,599,673 to Keating et al, further in view of US 6,208,897 to Jorgenson et al. 

In the specification and figures, Tremblay and Keating suggest the method as 
claimed by applicant with the exception of treating cardiac instability and SIDS patients. 
Jorgenson discloses that SIDS victims have a history of long QT syndrome, resulting in 
cardiac instability (see column 3, lines 17-32). The combination of the references 
reasonably suggest to one of ordinary skill in the art that if cardiac instability and SIDS 
is associated with a long QT interval as disclosed by Jorgenson, and a long QT interval 
is an abnormal body organ function as disclosed by Keating, then the method disclosed 
by Tremblay would be an appropriate treatment for cardiac instability and SIDS. 
Accordingly, it would have been obvious to one having ordinary skill in the art at the 
time of invention to treat cardiac instability and SIDS-susceptible patients with long QT 
intervals with the method disclosed by Tremblay in order to correct the abnormal body 
organ function. 

11. As an alternative to the 35 U.S.C. 1 03(a) rejection of claim 1 0 presented above, 
claim 10 is rejected as being unpatentable over US 6,136,308 to Tremblay in view of US 
5,599,673 to Keating et al, further in view of US 4,968,483 to Mueller et al. 

In the specification and figures, Tremblay and Keating suggest the method 
substantially as claimed by applicant (see rejection above), including the aliquot size of 
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0.1-400mL (see Tremblay column 3, lines 66-67), with the exception of injecting the 
stressed aliquot intramuscularly. Mueller teaches a method of hematological therapy 
comprising the steps of removing a patient's blood, subjecting it to oxidative, 
temperature, and electromagnetic stress, and reinfusing the stressed blood to the 
patient intravenously or intramuscularly in order to treat the patient (see columns 1-2, 
sep column 2, lines 10-15). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to add the step of 
intramuscular injection as disclosed by Mueller of the stressed aliquot in the method 
suggested by Tremblay and Keating in order to treat the patient. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571/272-1000. c 




leslie R. Deak 
Patent Examiner 
Art Unit 3761 




